


viiwww.cerilliant.com

Cerilliant Quality

ISO GUIDE 34

ISO/IEC 17025

ISO 9001:2000

GMP/GLP

Cerilliant Quality

ISO GUIDE 34

ISO/IEC 17025

ISO 9001:2000

GMP/GLP

Cerilliant Quality

ISO GUIDE 34

ISO/IEC 17025

ISO 9001:2000

GMP/GLP

committed to quality at every level
Cerilliant is committed to quality at every level of the organization and sustains a robust, comprehensive, modern 
quality system that incorporates quality by design, continuous improvement, and vigorous risk management.
It starts with the right people — assembling a talented and experienced team with a commitment to quality. It follows 
with adherence to rigorous processes that ensure quality every step of the way and is backed by fully documented 
proof, through the use of batch records to provide traceability of materials used, equipment utilized and work 
performed, and our comprehensive Certificate of Analysis. 

Cerilliant’s quality credentials include accreditations to ISO Guide 34 and ISO/IEC 17025 and certification to  
ISO 9001:2000. Cerilliant’s quality system incorporates cGMP and GLP requirements. 
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people
An experienced team of experts 

	 • �Over 60% of the entire company holds  
science degrees

	 • �Stringent hiring practices companywide, including 
rigorous background checks and drug screens

	 • �Continuous training and professional development 
programs

Ongoing quest for quality built into our culture

	 • �Comprehensive and rigorous improvement process 
that involves every employee and all facets of the 
organization

	 • �Cross-functional teams for product design, 
identification or improvement and resolution  
of problems

	 • �Leadership team that encourages a collaborative, 
problem-solving culture that fuels innovation and 
accountability

	 • �Active participation by management in the  
design, implementation and monitoring of  
the quality system

“I like learning new things all the time, but I’m also a person 
who likes to follow the rules, so Quality Assurance is perfect 
for me. We are always doing something new and interesting, 
and we have the support of a management team that puts 
quality first.”

— Lara Sparks – Director, Quality Assurance

quality
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processes
• �Every project is fully and thoroughly documented in a 
batch record capturing:

	 – �Production instructions and calculations
	 – �Materials utilized - traceability to vendor  

lot and container
	 – �Equipment utilized
	 – �Staff utilized
	 – �Procedures employed
	 – �Testing methods
	 – �Specific handling information

• �All operating procedures, material test specifications, 
and analytical methods are fully documented

• �Detailed product specifications are established prior  
to production

• �Multiple levels of review before, during and after each 
project including QA review prior to release

• �Full qualification of analytical equipment used for 
release testing of raw materials and final products

• �Calibration and maintenance programs

• �Segregation of operations

• �Internal audit program

• �Change control

• �Corrective and preventive action

• �Document control

• �Packaging and labeling controls

• �Dedicated material control personnel

• �Quarantine and segregation of incoming raw materials 
and final products prior to release

• �Segregated product storage areas with continuous 
electronic monitoring

• �Full characterization of raw materials, whether procured 
or produced in-house

• �Full testing of finished product

• �Setting of expiry dates and storage conditions based 
on real-time scientific data

• �Archival and backup systems

“At Cerilliant, quality is our highest priority. It is built into 
every step of the process. And we will never

compromise quality just to get something out the door.”

— Uma Sreenivasan, PhD, Chief Science Advisor
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proof
Cerilliant supports each product produced with a comprehensive Certificate of Analysis (COA). Cerilliant’s COA 
includes full details of all analyses, including method, run conditions, chromatograms, and spectral data. For  
custom products, each COA provides a clear summary of analytical data and customer specifications. For catalog 
products each COA includes detailed raw material characterization data as well as verification of solution  
standard concentration, lot-to-lot consistency and homogeneity.

A-010
FC010807-01A

Revision 0

Catalog Number: A-010
Solution Lot: FC010807-01A
Expiration Date:
Solvent: Acetonitrile
Amount per Ampule:
Storage: Protect from light, refrigerate. 
Handling: We advise laboratories to use measured volumes of this standard solution before 

diluting to the desired concentration.
Intended Use: For laboratory use only.  Not suitable for human or animal consumption. 

Chromatographic Prepared
Component Purity1 Concentration2

6-Acetylmorphine-D3

Standard Solution Comparability Standard Solution Homogeneity

    Standard Lot Number % Difference Ampuling  % RSD
    Solution from Existing Position

    New Lot FC010807-01A Early
Previous Lot 32465-94M Middle

Late

1    See following pages for more information.
2    The prepared concentration is corrected for chromatographic purity, residual water, and residual solvents (see data on following pages).
     The range of the prepared concentration is determined by statistical process control of our production and analysis systems with a 95% confidence.
3    Concentration values are determined by comparison to an independent calibration curve.  We suggest using the prepared concentration value for dilutions.
     The concentration range is calculated from the distribution of multiple analyses of the new standard with a 95% degree of confidence.

Authorized Signature:
Lara Sparks, Quality Assurance Director Date

Certificate of Analysis
6-Acetylmorphine-D3

(5α ,6α )-7,8-Didehydro-4,5-epoxy-17-trideuteromethylmorphinan-3,6-diol-6-acetate

January 2012

1 mL

Analyzed
Concentration3

99% 1.000 ± 0.031 mg/mL 0.977 ± 0.003 mg/mL

Concentration 3 Concentration 3 Mean
(mg/mL) (mg/mL)

0.977 -2.3 0.974
0.997 -0.3 0.977

0.979 0.977 0.2

Cerilliant certifies that this standard meets or exceeds the specifications stated in this data sheet. Accuracy is ensured by purity
determinations and gravimetric preparation using balances calibrated with NIST traceable weights. Precision is guaranteed by
triplicate analysis and comparison to previous lots (when available). Homogeneity is demonstrated by random analysis of the
ampuled standard.

January 30, 2007
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Solution standard concentrations adjusted  
for purity, water, solvent and inorganic content  
of neat material

Confirmation of concentration as determined  
by comparison to an independently prepared 
calibration curve

Verification of homogeneity  
of solution standard

Verification of lot-to-lot  
consistency

A-010
FC010807-01A

Revision 0

Standard Solution Assay Parameters
Analysis Method: GC/FID Calibration Curve: Linear Regression
Column: DB-5ms 30 m x 0.53 mm ID, 1.5 µm film thickness Number of Points: 4
Temp Program: 60°C to 280°C at 40°C/min  hold 7 min Linearity  (r) :
Injector Temp: Cool-on-Column
Detector Temp: 325°C

Neat Material Data
Compound Name: 6-Acetylmorphine-D3 Chemical Formula: C19H18D3NO4

Compound Lot: FC010807-01 CAS Number:
Chemical Purity: Molecular Weight:
Isotopic Purity: Derivative:

D 0  Ion:
D n  Ion:
Percent D 0 :

Spectral and Physical Data

HPLC
Column: Betasil Phenyl, 4.6 x 150 mm
Mobile Phase: Acetonitrile::0.01M Potassium phosphate buffer

(80::20)
Flow Rate: 0.7 mL/min
Wavelength: 285 nm

Data File Name: C:\HPCHEM\1\DATA\LC50107\L0109702.D
Operator: KAW/SY
Instrument: LC#5
Sample Name: FC010807-01
Method File: OPIATE.M
Acquired:

Karl Fischer Analysis Microash Analysis

Instrument: Mettler Toledo DL39 Ash Content: Below Quantitation Limit
Water Content: Below Quantitation Limit

NA

Height

327.0
330.0
0.29%

3 8.26
2 7.67

January 9, 2007 10:56 AM

Ret Time

5.68

0.37

Area %Area

99.04460.46 41.82

0.999

136765-25-8
99% 330.36

1

Peak #

0.59
1.70
2.75 0.16

0.07

m0 2 4 6 8 10 12 14

mAU

0

5

10

15

20

25

30

35

40

 DAD1 C, Sig=285,16 Ref=off (LC50107\L0109702.D)

 5
.6

78

 7
.6

67
 8

.2
60

Cerilliant Corporation        811 Paloma Drive, Suite A,  Round Rock, TX  78664         800-848-7837 / 512-238-9974

Analytical method parameters for 
final product testing

Detailed raw material characterization data is 
included with each Cerilliant solution standard COA 

including identification of test methods and conditions 
as well as chromatograms and spectral data
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